Conclusions:
Many patients changed from EtnI to its biosimilar treatment since its launch in Sweden. However, this study showed that 7% of these patients switch back to their original treatment after short time. Despite the change from a brand biologic to the biosimilar is very likely made for economic reasons, the reasons for switching back to the innovator are not clear and may imply patients' preference or clinical reasons. Interestingly, the same pattern is observed for patients changing from adalimumab to EtnBS. Longer-term studies are required to confirm these early observations and investigate the reasons for switching back. Disclosure of Interest: R. Alten Grant/research support from: The study was sponsored by Pfizer, P. (n=220), respectively. Thus, response rates were maintained both in patients who were switched at Week 24 from etanercept to CHS-0214 and in patients who received CHS-0214 for 48 weeks. Over the 52-week study, adverse events (AE) were reported in 74.4% of patients who received CHS-0214 for 48 weeks and 76.6% who received etanercept for 24 weeks and were switched to CHS-0214 for 24 weeks. The majority of adverse events were mild or moderate in severity. No deaths were reported. Serious AEs were reported in 4.6% and 7.5% of patients, and serious AEs related to study drug per the investigator were reported in 0.9% and 1.9% of patients in the CHS-0214 and etanercept/CHS-0214 groups. Binding anti-drug antibodies (ADA) occurred in 1.3% and 4.7% of patients receiving CHS-0214 and etanercept during Part 1. In Part 2, treatment-emergent binding ADA occurred in 1.4% of patients receiving CHS-0214 and 0.7% of patients who switched from etanercept to CHS-0214. Conclusions: This randomized, double-blind, active-control, global study demonstrated equivalence of CHS-0214 to etanercept based on the primary endpoint (ACR20 at Week 24) and maintenance of the efficacy response through Week 48. CHS-0214 was well tolerated and effective in patients with rheumatoid arthritis with no clinically meaningful differences to etanercept with regard to safety and immunogenicity. Over the 52-week study, no clinically meaningful differences in safety, immunogenicity, or efficacy were observed in patients who were switched from etanercept to CHS-0214 in comparison with those who only received CHS-0214. Disclosure of Interest: J. O'Dell Consultant for: Coherus BioSciences, A. Kivitz: None declared, T. Takeuchi Consultant for: AbbVie, Asahi Kasei Pharma, Astellas,
